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New York operate differently, with 
their own agencies that regulate labo-
ratory testing, including certi� cation 
and inspection programs.

The CLIA program is 100% user-fee 
� nanced and jointly administered by 
three agencies within the Department 
of Health and Human Services—FDA, 
CMS, and the Centers for Disease 
Control and Prevention (CDC). Each 
agency has a unique role in assur-
ing quality laboratory testing (Table 
1). CLIA compliance is essential for 
getting reimbursement from federally 
funded programs such as Medicare and 
Medicaid and other insurance agencies.

Laboratories can obtain multiple 
types of CLIA certi� cates based on 
the kinds of testing they perform, 
including point-of-care testing 
(POCT), provider-performed 
microscopy (PPM), moderate 
complexity, and high complexity. 
Under CLIA regulations, when a 
laboratory uses a test system that has 
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ARK introduces its homogeneous enzyme immunoassay 
technology for the next generation of clinical laboratory testing.

ARK assays are in liquid, stable, ready-to-use formulations that deliver 
convenience for routine use.

ARK produces assays of high-quality that yield rapid and reliable results on 
automated clinical chemistry analyzers.

THERAPEUTIC DRUG MONITORING ASSAYS & URINE DRUG TESTS
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Levetiracetam

Lamotrigine

Gabapentin

Topiramate

Zonisamide

Oxcarbazepine Metabolite

EPILEPSY

CE Mark, FDA de novo granted

Lacosamide

Methotrexate

CANCER
FDA Cleared

Lopinavir

Nevirapine

ANTIRETROVIRAL

Voriconazole II

CE Mark, Not FDA Cleared

Efavirenz

ANTIFUNGAL

FDA Cleared

Linezolid

ANTIBIOTIC

Pregabalin

Fentanyl

URINE DRUG TESTS
CE Mark, Forensic Use Only
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Tramadol

Meperidine

Ketamine

Methylphenidate Metabolite

Zolpidem

Zopiclone

Gabapentin

In Development

In Development

In Development
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CE Mark, Not FDA Cleared

CE Mark, Not FDA Cleared

Federal Agency Responsibilities Website

CMS • Approves private accreditation organizations that perform 
inspections; approves state exemptions 

• Collects user fees 
• Conducts inspections
• Enforces regulatory compliance 
• Issues laboratory certi� cates
• Monitors laboratory performance on PT and approves PT programs 
• Publishes CLIA rules and regulations

https://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/

FDA • Categorizes tests based on complexity 
• Develops rules and guidance for CLIA complexity categorization
• Reviews requests for Waiver by Application

https://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
IVDRegulatoryAssistance/ucm124105.htm

CDC • Conducts laboratory quality improvement studies
• Develops and distributes professional information and 

educational resources
• Develops technical standards and laboratory practice guidelines
• Manages the CLIA Advisory Committee 
• Monitors PT practices
• Provides analysis, research, and technical assistance

https://wwwn.cdc.gov/clia/

CMS, Centers for Medicare and Medicaid Services; FDA, Food and Drug Administration; CDC, Centers for Disease Control and Prevention; PT, pro� ciency testing
Source: https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNProducts/Downloads/CLIABrochure.pdf
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